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Health Care Financing Administration, HHS § 493.639

§ 493.638 Certificate fees.
(a) Basic rule. Laboratories must pay

a fee for the issuance of a registration
certificate, certificate for PPM proce-
dures, certificate of waiver, certificate
of accreditation, or a certificate of
compliance, as applicable. Laboratories
must also pay a fee to reapply for a
certificate for PPM procedures, certifi-
cate of waiver, certificate of accredita-
tion, or a certificate of compliance.
The total of fees collected by HHS
under the laboratory program must be
sufficient to cover the general costs of
administering the laboratory certifi-
cation program under section 353 of the
PHS Act.

(1) For registration certificates and
certificates of compliance, the costs in-
clude issuing the certificates, collect-
ing the fees, evaluating and monitoring
proficiency testing programs, evaluat-
ing which procedures, tests or exami-
nations meet the criteria for inclusion
in the appropriate complexity cat-
egory, and implementing section 353 of
the PHS Act.

(2) For a certificate of waiver, the
costs include issuing the certificate,
collecting the fees, determining if a
certificate of waiver should be issued,
evaluating which tests qualify for in-
clusion in the waived category, and
other direct administrative costs.

(3) For a certificate for PPM proce-
dures, the costs include issuing the cer-
tificate, collecting the fees, determin-
ing if a certificate for PPM procedures
should be issued, evaluating which pro-
cedures meet the criteria for inclusion
in the subcategory of PPM procedures,
and other direct administrative costs.

(4) For a certificate of accreditation,
the costs include issuing the certifi-
cate, collecting the fees, evaluating the
programs of accrediting bodies, and
other direct administrative costs.

(b) Fee amount. The fee amount is set
annually by HHS on a calendar year
basis and is based on the category of
test complexity, or on the category of
test complexity and schedules or
ranges of annual laboratory test vol-
ume (excluding waived tests and tests
performed for quality control, quality
assurance, and proficiency testing pur-
poses) and specialties tested, with the
amounts of the fees in each schedule
being a function of the costs for all as-

pects of general administration of
CLIA as set forth in § 493.649 (b) and (c).
This fee is assessed and payable at
least biennially. The methodology used
to determine the amount of the fee is
found in § 493.649. The amount of the fee
applicable to the issuance of the reg-
istration certificate or the issuance or
renewal of the certificate for PPM pro-
cedures, certificate of waiver, certifi-
cate of accreditation, or certificate of
compliance is the amount in effect at
the time the application is received.
Upon receipt of an application for a
certificate, HHS or its designee notifies
the laboratory of the amount of the re-
quired fee for the requested certificate.

[60 FR 20047, Apr. 24, 1995]

§ 493.639 Fee for revised certificate.

(a) If, after a laboratory is issued a
registration certificate, it changes its
name or location, the laboratory must
pay a fee to cover the cost of issuing a
revised registration certificate. The fee
for the revised registration certificate
is based on the cost to issue the revised
certificate to the laboratory.

(b) A laboratory must pay a fee to
cover the cost of issuing a revised cer-
tificate in any of the following cir-
cumstances:

(1) The fee for issuing an appropriate
revised certificate is based on the cost
to issue the revised certificate to the
laboratory as follows:

(i) If a laboratory with a certificate
of waiver wishes to perform tests in ad-
dition to those listed in § 493.15(c) as
waived tests, it must, as set forth in
§ 493.638, pay an additional fee for the
appropriate certificate to cover the ad-
ditional testing.

(ii) If a laboratory with a certificate
for PPM procedures wishes to perform
tests in addition to those specified as
PPM procedures or listed in § 493.15(c)
as waived tests, it must, as set forth in
§ 493.638, pay an additional fee for the
appropriate certificate to cover the ad-
ditional testing.

(2) A laboratory must pay a fee to
cover the cost of issuing a revised cer-
tificate when—

(i) A laboratory changes its name, lo-
cation, or its director; or

(ii) A laboratory deletes services or
wishes to add services and requests
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